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P A SHORTED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE JMB1UM0NIHW PBOM 

: „ s ss^r!-— -~ * — — « — - -* - - — six ,e ' M0NTHS ,,om ,te "7*1 

communication. . ^ . ... hv _ tatute cause the application to become ABANDONED (35 U.S.C. 5 1 

" earned patent term adjustment. See 37 CFR 1 .704(b). 

Status ■ 

1)D Responsive to communication(s) filed on 



2a) □ This action is FINAL. 

SO Sine, tnis app,ica,ion is in conditioner ~ '«&^ ^3™'° 

closed in accordance with the practice under Ex parte Quayle, 1W& uu. , 



2b) K This action is non ' finai ' 



Disposition of Claims 
4)K Claim(s) *Q and 45-56 



is/are pending in the application. 



4a) Of the above, claim(s) 39-42 _ 
5)D Claim(s) 



6) 53 Hnimfr) 90 43. and 45-56 

7) D Claim(s) . 

8) D Claims . — 



is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction and/or election requirement. 



Application Papers 
9) □ The specification is objected to by the Examiner 



is/are objected to by the Examiner 



is: a)D approved b)D disapproved, 



10)D The drawing (s) filed on 

1 1 )□ The proposed drawing correction filed on 

1 2)D The oath or declaration is objected to by the Examiner. 

XS^JLi^-'J Is o, a claim <or ,orei g n priori,, under 35 U.S.C. I „9,aHd,. 
a)D All b)D Some* c)D None of: 

1 □ Certified copies of the priority documents have been received. 

2 □ Certified copies of the priority documents have been received in Apphcat-on — 

•See the attached'Sed Office action for a list of the certified copies not rece.v . 
14)D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e). 
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18) □ Interview Summary (PTO-413) Paper No[s). 

1 9) □ Notice of Informal Patent Application (PT0-1 52) 

20) □ Other: 
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Response to Amendment 

1 Claims 43 and 51-56 have been amended. Claims 29, 31-43 and 45-56 are pending. 
Claims 39-42 remain withdrawn from consideration as no amendment has been filed to cancel 
these claims. Claims 29, 31-38, 43 and 45-56 are under consideration. 

Claim Rejections Maintained 

2 The rejection of claims 29, 31-38, 43 and 45-56 under 35 U.S.C. 101 because the claimed 
invention is not supported by either a specific, substantia, asserted utility or a weU estabhshed 
utility is maintained. Applicant argues that the cited reference do no. teach that the disclosed 
cDNA would no. be translated into a prcteh, This has been considered but no. found porsuas.ve. 
The reasons of record will be se. forth more clearly. The claims arc drawn to the polypeptide 
encoded by the polynucleotides of the fom y 030 and fohy030 genes as represented as SEQ ID 
NO-3 7 and 9 The specification teaches that the polynucleotides of SEQ ID NO:2, 6, and 8 are 
downregulated in metastatic cancer cells. The specification does not teach that changes in the 
levels of the polynucleotide sequences of SEQ ID NO:2, 6 and 8 correlate with changes » the 
Levels of the corresponding encoded proteins, wherein said protein levels would be indicative of a 
disease state. Although the specification teaches that the fomy030 and fohy030 mRNA ,s 
expressed in proliferating non-metastatic tissue in contrast to metastatic cells there ,s no 
objective evidence that SEQ ID NO:2, 6 and 8 are translated to SEQ ID NO:3, 7 and 9 a. levels 
which would be commensurate with the levels of mRNA found in .he diseased cells. It ,s 
recognized in the art that a mRNA level cannot be relied upon as a surrogate for level of the 
corresponding protein, as a multitude of homeostatic factors control .he level of protem 
expression beyond the level of mRNA transcription. For instance, Shantz and Pegg (Int J of 
Biochem and Cel. Biol., 1999, Vol. 31, pp. 107-122) teach that ornithine decarboxylase ,s bghly 
regulated in the cel. at the level of translation and that translation of ornithine decarboxylase 
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mRNA is dependent on the secondary structure of the mRNA and the availability of eIF-4E, 
which mediates translation initiation. McClean and Hill (Eur J of Cancer, 1993, vol. 29A, 
pp.2243-2248) teach that p-glycoprotein can be overexposed in CHO cells following exposure 
to radiation, without any concomitant overexpression of the p-glycoprotein mRNA. In addition, 
Fu et al (EMBO Journal, 1996, Vol. 15, pp. 4392-4401) teach that levels of P 53 protein 
expression do not correlate with levels of P 53 mRNA levels in blast cells taken from patients 
with acute myelogenous leukemia, said patients being without mutations in the p53 gene. Thus 
these references teach that mRNA levels cannot be relied upon to predict levels of the 
corresponding proteins. 

3. The rejection of claims 37, 38, 43 and 45-56 under 35 U.S.C. 1 12, first paragraph, as 
containing subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention, is maintained. Applicant argues 
that it is not required that the variant polypeptides must be reduced to practice at the time of 
filing. However, adequate written description requires that applicant adequately describe a genus 
of variants by disclosing an adequate number of examples of variant amino acid sequences, or by 
describing the genus in terms of chemical structure and function. Claims 37 and 38 are drawn to 
an isolated polypeptide comprising amino acids 1-844 of SEQ ID NO:7 and amino acids 850- 
1497 of SEQ ID NO:7. There are no examples in the specification of a genus of polypeptides 
comprising amino acids 1-844 of SEQ ID NO:7 or a genus of polypeptides comprising amino 
acids 850-1497 of SEQ ID NO:7. Further, claims 37 and 38 do not specify a function limitation 
for the claimed variants that would assist in defining the genus. Claims 43 and 45-56 are drawn 
to polypeptides defined by length and hybridization of an encoded sequence. Applicant argues 
that these claims are limited by the hybridization conditions and the functional limitation that the 
hybridizing DNA when expressed in a melanoma cell is associated with decreased metastatic 
potential. However, there are no examples in the specification of a genus of polypeptides 
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obtained by the claimed hybridization methods, or a description of necessary chemical features 
that must be part of the claimed genus. 

Conclusion 

4 Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Karen Canella whose telephone number is (703) 308-8362. The examiner 
can normally be reached on Monday through Friday from 8:30 am to 6:00 pm. A message may 
be left on the examiner's voice mail service. If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Anthony Caputa, can be reached on (703) 308-3995. 
Any inquiry of a general nature or relating to the status of this application or proceeding should 
be directed to the Group receptionist whose telephone number is (703) 308-0196. 
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